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DETAILED ACTION 

Claims 1-29 are pending in the application. Claims 24-29 are withdrawn from 
consideration as being drawn to non-elected subject matter. Claims 1-23 are under examination. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-23 remain/are rejected under 35 U.S.C. 102(a) and 35 U.S.C. 102(e) as being 
anticipated by Nadkarni et al. (US 2002/0013357 Pub. Date: 01/31/2002). 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1 .132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Nadkarni et al. disclose pharmaceutical compositions containing from about 1 mg to 
about 100 mg of valdecoxib useful in treatment of cyclooxygenase-2-mediated conditions and 
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disorders (Abstract). Nadkarni et al. disclose that the tablet compositions contain pregelatinized 
starch (National Starch 1500: a corn starch) in the same amount, 20 mg, as the instant application 
(Page 8, Tables 1 and 2 and claims 1, 4, 6 and 7). Applicant teaches the same pregelatinized 
starch in the tablet (instant specification, page 21 Table 1). It is the Examiner's position that 
since the same pregelatinized starches are taught in the same amount then the tablet disclosed by 
Nadkarni et al. would have low viscosity and/or exhibit a multimodal particle size distribution 
and read on instant claims 1-6, 17 and 19. Nadkarni et al. disclose valdecoxib particles have a 
D90 less than about 75 (im (Claim 9) and can be present from about 4 mg to about 40 mg per 
dose and reads on instant claims 7 and 8 (Claim 4). Nadkarni et al. disclose a tablet wherein the 
excipients comprise one or more diluents in an amount of about 5% to about 99%, one or more 
disintegrants in an amount of about 0.2% to about 30%, one or more binding agents, starch, is 
present in an amount of about 0.5% to about 25%, and one or more lubricants in an amount of 
about 0.1% to about 10%, by weight of the composition thus anticipating instant claims 20-22 
(Claim 5). Nadkarni et al. disclose a tablet wherein the excipients comprise lactose monohydrate, 
microcrystalline cellulose, croscarmellose sodium, pregelatinized starch and magnesium stearate 
thus anticipated instant claim 23 (Claim 7). 

Instant claims 9-17 are directed to shear stress values for the pregelatinized starch. Since 
the disclosure of Nadkarni et al. teaches the exact same pregelatinized starch in the exact same 
amount as the instant application, then it is the Examiner's position, without evidence to the 
contrary, that the pregelatinized starch of the disclosure of Nadkarni et al. inherently has those 
properties. Please note that the Office is not equipped with the proper equipment to test the 
myriad number of ways an Applicant might measure a variable. When the prior art appears to 
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disclose the same exact components in the same amounts then the burden is shifted to Applicant 
to demonstrate the difference. 

Response to arguments: 

Applicant asserts that the alleged inherent properties of '"National Starch 1500" are not 
supported by the data appearing in the application and that it cannot be assumed that all types of 
pregelatinized starch would have low viscosity because it does not appear to be common feature. 
The Examiner cannot agree. Applicant has only argued and not shown any data with "National 
Starch 1500". Claim 1 is drawn to pregelatinized starch and, in the absence of evidence to the 
contrary, the cited art of record reads on the invention and would inherently have low viscosity 
and multimodal particle size distribution. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-23 remain/are rejected under 35 U.S.C. 102(b) as being anticipated by Nadkarni 
et al. (WO 01/41761 A2). 

Nadkarni et al. disclose pharmaceutical compositions containing from about 1 mg to 
about 100 mg of valdecoxib useful in treatment of cyclooxygenase-2-mediated conditions and 
disorders (Abstract). Nadkarni et al. disclose that the tablet compositions contain pregelatinized 
starch (National Starch 1500: a corn starch) in the same amount, 20 mg, as the instant application 
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(Page 21, Table 1 and claims 1, 4, 6 and 7). Applicant teaches the same pregelatinized starch in 
the tablet (instant specification, page 21 Table 1). It is the Examiner's position that since the 
same pregelatinized starches are taught in the same amount then the tablet disclosed by Nadkarni 
et al. would have low viscosity and/or exhibit a multimodal particle size distribution and read on 
instant claims 1-6, 17 and 19. Nadkarni et al. disclose valdecoxib particles have a D90 less than 
about 75 jim (Claim 9) and can be present from about 4 mg to about 40 mg per dose and reads on 
instant claims 7 and 8 (Claim 4). Nadkarni et al. disclose a tablet wherein the excipients 
comprise one or more diluents in an amount of about 5% to about 99%, one or more 
disintegrants in an amount of about 0.2% to about 30%, one or more binding agents, starch, is 
present in an amount of about 0.5% to about 25%, and one or more lubricants in an amount of 
about 0.1% to about 10%, by weight of the composition thus anticipating instant claims 20-22 
(Claim 5). Nadkarni et al. disclose a tablet wherein the excipients comprise lactose monohydrate, 
microcrystalline cellulose, croscarmellose sodium, pregelatinized starch and magnesium stearate 
thus anticipated instant claim 23 (Claim 7). 

Instant claims 9-17 are directed to shear stress values for the pregelatinized starch. Since 
the disclosure of Nadkarni et al. teaches the exact same pregelatinized starch in the exact same 
amount as the instant application, then it is the Examiner's position, without evidence to the 
contrary, that the pregelatinized starch of the disclosure of Nadkarni et al. inherently has those 
properties. Please note that the Office is not equipped with the proper equipment to test the 
myriad number of ways an Applicant might measure a variable. When the prior art appears to 
disclose the same exact components in the same amounts then the burden is shifted to Applicant 
to demonstrate the difference. 
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Response to arguments: 

Applicant asserts that the alleged inherent properties of "National Starch 1500" are not 
supported by the data appearing in the application and that it cannot be assumed that all types of 
pregelatinized starch would have low viscosity because it does not appear to be common feature. 
The Examiner cannot agree. Applicant has only argued and not shown any data with "National 
Starch 1500". Claim 1 is drawn to pregelatinized starch and, in the absence of evidence to the 
contrary; the cited art of record reads on the invention and would inherently have low viscosity 
and multimodal particle size distribution. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ernst V. Arnold whose telephone number is 571-272-8509. The 
examiner can normally be reached on M-F (6:15 am-3:45 pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Ernst Arnold 
Patent Examiner 
Technology Center 1600 

Art Unit 1616 \ 




JoKann Richter, Ph.D. Esq. 
Supervisory Patent Examiner 
Technology Center 1600 



